Schein Pharmaceutical, Inc.
Eastern Distribution Center
Mt. Ebo Drive, South
Brewster, NY 10509

Tel. 914 278-3700
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October 26, 1999

Dockets Management Branch (HFA-305)
Food and Drug Administration

Room 1061

5630 Fishers Lane

Rockville, MD 20857

Reference: Docket No. 99D-2635

Dear Sir/Madam,

Reference is made to the draft guidance for industry entitled “ANDAs: Blend Uniformity
Analysis” issued on August 27, 1999. Schein Pharmaceutical, Inc. acknowledges that the
Agency has requested that written comments on the draft guidance be submitted by
October 26, 1999. Schein Pharmaceutical is in the process of preparing comments
regarding the draft guidance, including an alternate proposal for blend uniformity
analysis. Schein Pharmaceutical is hereby notifying the Agency that our comments will
be submitted within two weeks.

Please contact the undersigned at (914) 278-3735 or by fax at (914) 278-3741 if you have
any questions concerning this correspondence.

Sincerely,

Ann Mul/lilr/l\(::‘;‘IJMO‘N‘tVV>

Director, Regulatory Affairs
Schein Pharmaceutical, Inc.
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